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Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1.136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1 )S Responsive to communication(s) filed on 21 June 2004 . 
2a)S This action is FINAL. 2b)n This action is non-final. 

3) 0 Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 , 453 O.G. 21 3. 

Disposition of Claims 

4) S Claim(s) 1,3-12 and 14-17 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) 0 Claim{s) is/are allowed. 

6) 13 Claim(s) 10-12 and 14-16 is/are rejected. 

7) IEI Claim(s) 1,3-9 and 77 is/are obiected to. 

8) n Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) n The specification is objected to by the Examiner. 

10)n The drawing(s) filed on is/are: a)n accepted or b)n objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 

Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 
1 1 )□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

1 2)0 Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 1 9(a)-(d) or (f). 
a)n All b)n Some * c)n None of: 

1 .□ Certified copies of the priority documents have been received. 

2.0 Certified copies of the priority documents have been received in Application No. . 

3.n Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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4) n Interview Summary (PTO-413) 

Paper No(s)/Mall Date. . 
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DETAILED ACTION 

Applicants' Amendment, filed 6/21/04 has been considered and entered. 
Claims 2 and 13 have been cancelled. Claims 1, 3, 4, 11, 12, 14-17 have been 
amended. Claims 1, 3-12 and 14-17 are pending and under current examination. 

Claim Objections 
Claims 1, 3-10 and 17 are objected to because of the following: 
The method steps of the independent claims (claims 1 and 17) are not clear 
and consistent with the preamble. In particular, the claims do not recite a step of 
allowing the primary human leukemia cells to engraft in the mouse to produce an in 
vivo model of human leukemia after step (c) of the claims, such that the method 
steps would relate to the preamble, "A process for making an in vivo model of 
human leukemia." 

Appropriate correction is required. 

Claim Rejections ■ 35 use § 102 
The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 
that form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed pubhcation in this or a foreign country or in 
public use or on sale in this country, more than one year prior to the date of appUcation for patent in 
the United States. 



Application/Control Number: 09/935,386 Page 3 

Art Unit: 1632 

The prior rejection of claims 10-12 and 14*16 under 35 U.S.C. 102(b) as being 
anticipated by Yu et ah is maintained for reasons of record. 

Applicants argue that Yu is not an enabling disclosure of the invention 
claimed because they do not teach the pre-conditioning amount of mononuclear cells 
derived from human fetal cord blood, that the preconditioned mouse is maintained 
for 5-10 days, and the effective engrafting amount of primary human leukemia cells. 

This is not found to be persuasive. Yu fulfill the limitations of the claims 
because they teach each and every element of the claims. There is no requirement 
in the claims for the pre-conditioning amount of mononuclear cells, that the mouse 
is maintained for 5" 10 days, or the effective engrafting amount of primary human 
leukemia cells set for the in claim 10' 12 and 14-16. 

With regard to claim 10, this is a product-by-process claim. Where, as here, 
the claimed and prior art products are identical or substantially identical, or are 
produced by identical or substantially identical processes, the PTO can require an 
applicant to prove that the prior art products do not necessarily or inherently 
possess the characteristics of his claimed product. See In re Ludtke, supra. Whether 
the rejection is based on "inherency" under 35 USC 102, on "prima facie 
obviousness" under 35 USC 103, jointly or alternatively, the burden of proof is the 
same, and its fairness is evidenced by the PTO's inability to manufacture products 
or to obtain and compare prior art products. In re Best, Bolton, and Shaw, 195 
USPQ 430, 433 (CCPA 1977) citing In re Brown, 59 CCPA 1036, 459 F.2d 531, 173 
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USPQ 685 (1972). Further, see MPEP §2113, "Even though product-by process 
claims are hmited by and defined by the process, determination of patentability is 
based on the product itself. The patentability of a product does not depend on its 
method of production. If the product in the product-byprocess claim is the same as 
or obvious from a product of the prior art, the claim is unpatentable even though 
the prior product was made by a different process." 

Yu teaches the sub-lethal irradiation, pre-conditioning of immunodeficient 
NOD/scid mice with fetal cord blood mononuclear cells, and the subsequent 
engraftment of human T-ALL [T-cell acute lymphoblastic leukemia] cells. It was 
found that cells that were recovered from the mouse bone marrow and spleen 
resembled the original patient's cells. 

Accordingly, Yu anticipate the claimed invention. 
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Conclusion 



No claim is allowed. 



THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of 
time policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire 
THREE MONTHS from the mailing date of this action. In the event a first reply is 
filed within TWO MONTHS of the mailing date of this final action and the advisory 
action is not mailed until after the end of the THREE-MONTH shortened statutory 
period, then the shortened statutory period will expire on the date the advisory 
action is mailed, and any extension fee pursuant to 37 CFR 1.136(a) will be 
calculated from the mailing date of the advisory action. In no event, however, will 
the statutory period for reply expire later than SIX MONTHS from the maihng date 
of this final action. 

Any inquiry concerning this communication or earlier communications from the 
Examiner should be directed to Thaian N. Ton whose telephone number is (571) 
272-0736. The Examiner can normally be reached on Monday through Friday from 
8:00 to 5:00 (Eastern Standard Time), with alternating Fridays off. Should the 
Examiner be unavailable, inquiries should be directed to Amy Nelson, Acting SPE 
of Art Unit 1632, at (571) 272-0804. Papers related to this application may be 
submitted to Group 1600 by facsimile transmission. Papers should be faxed to 
Group 1600 via the PTO Fax Center located in Crystal Mall 1. The faxing of such 
papers must conform with the notice pubhshed in the Official Gazette, 1096 OG 30 
(November 15, 1989). The CMl Fax Center number is (703) 872-9306. 

Th^ian N. Ton 
Patent Examinef 
Group 1652 




